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UNCLASSIFIED 

PAGE 01 MILAN 01022 091438Z 

43 

ACTION HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-05 EB-07 COME-OO PA-02 PRS-01 

USIA-15 /049W 

101207 

R 090902Z JUN 75 
FM AMCONSUL MILAN 
TO SECSTATE WASHDC 4066 
INFO AMEMBASSY ROME 

UNCLAS MILAN 1022 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, TBIO, IT 

SUBJECT: FDA ADVISORY - DEFECTIVE MEDICAL DEVICE 

REF STATE 122928 

1. ING. KURT HAMME, MANAGER OF CO.ME.SA, S.P.A., VIA 

MARIA TERESA 8, MILAN, INFORMED THE CONSULATE GENERAL THAT THEY 
RECEIVED NOTICE OF RECALL FROM PACESETTER SYSTEMS INC. ON 
APRIL 22. 1975. ON APRIL WRN 1975 THEY RETURNED THE MYOCARDIAL 
LEAD N.B. 0258 OF MODEL SERIAL BL-652 BY AIR FREIGHT. THIS 
WAS THE ONLY MYOCARDIAL LEAD IN THEIR POSSESSION AND IT HAD BEEN 
STILL IN THEIR WAREHOUSE AND NOT IN USE. 

2. BECAUSE OF THE ABOVE CIRCUMSTANCES IT IS NOT CONSIDERED 
NECESSARY TO NOTIFY THE HOST GOVERNMENT.FINA 
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